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CERTIFICATE OF NEED 
REVIEWED BY THE DEPARTMENT OF HEALTH 

DIVISION OF POLICY, PLANNING AND ASSESSMENT 
615-741-1954 

 
DATE: April 30, 2018 
  
APPLICANT: Chattanooga-Hamilton County Hospital Authority 

d/b/a Erlanger Medical Center 
 Unaddressed site in Bradley County, TN 37353 
  
CONTACT PERSON: Joseph Winick 

Erlanger Health System 
975 East 3rd St. 
Chattanooga, TN 37403 

  
CON#: CN1802-011 
  
COST: $11,297,935 
In accordance with Section 68-11-1608(a) of the Tennessee Health Services and Planning Act of 
2002, the Tennessee Department of Health, Division of Policy, Planning, and Assessment, reviewed 
this certificate of need application for financial impact, TennCare participation, compliance with 
Tennessee’s State Health Plan, and verified certain data.  Additional clarification or comment 
relative to the application is provided, as applicable, under the heading “Note to Agency Members.” 
 
SUMMARY: 
The applicant, Chattanooga-Hamilton County Hospital Authority d/b/a Erlanger Medical Center 
(EMC), seeks approval to initiate a Free Standing Emergency Department (FSED) and initiate a full 
service cardiac catheterization laboratory in Bradley County, Cleveland, TN.  This new FSED, 
Erlanger Bradley County, will be part of the Erlanger Trauma Network which includes a Level I 
trauma center at Erlanger Medical Center and a Level I pediatric trauma center at Children’s 
Hospital at Erlanger both located in Hamilton County, TN.  
 
 

GENERAL CRITERIA FOR CERTIFICATE OF NEED 
 
NEED: 
The applicant’s primary service area includes Bradley and Polk Counties, TN.  Bradley and Polk 
Counties are both listed as medically underserved according to the U.S Department of Health and 
Human Services data warehouse. 

2018-2022 Service Area Total Population Projections 
County 2018 2022 % Increase or 

Decrease 
Bradley 107,651 111,750 3.8% 
Polk 17,627 17,977 2.0% 

                 Tennessee Population Projections 2017 Revised UTCBER, Tennessee Department of Health 
 
Erlanger Medical Center is a government owned 788 bed acute care hospital. 
Erlanger Medical Center seeks approval to establish a Free Standing Emergency Department and 
initiate a full service Cardiac Catheterization lab in Bradley County, TN.  The FSED facility will be 
located just off exit 20 on Interstate 75 with convenient access to Highway 64 providing easy 
access for patients in the service area.  The applicant details the need for this project in several 
reasons: 
 

x Erlanger East-Hamilton hospital was opened in 2013 under the ACEP standard of 30,000 
ER visits per year.  In 2017, Erlanger East ED visits were 34,799 or 23% over the ACEP 
capacity. This project is needed to decompress the volumes to the Erlanger East campus 
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FSED 

ED. 
x Erlanger Medical Center’s main campus EDs are experiencing high volumes and are 

expected reach near 90,000 visits for FY2018. 
x Copper Basin Medical Center in Polk County recently closed, including the emergency 

department. 
x The Erlanger Bradley County project will be part of the Erlanger Trauma Network, which 

includes a base for LifeForce air ambulance already located at the Cleveland regional 
airport.  The FSED will contain a helipad for LifeForce transports.  The applicant states that 
Bradley County EMS transports an average of 600 patients per year to Erlanger Medical 
Center.  With the establishment of the FSED in Bradley County, the need for EMS 
transports will be significantly reduced. 
 

*Note to agency members: 
Please see the email from the DOH, Division of Health Licensure and Regulation concerning trauma 
center designation of FSED facilities.  FSEDs will not be granted designation as trauma centers.  
 
 
 
 The distance from the proposed FSED to host hospital Erlanger Medical Center is approximately 
27.2 miles, and approximately 6.5 miles from Tennova Healthcare-Tennova hospital. 
 

 

Host 
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Patient Destination for County Service Area by Hospital, 
Highest to Lowest, 2016 

       
Hospital 

Resident County 
Total  

Hospital Total 
All COs Bradley Hamilton Polk 

 Copper Basin Medical Center 0 0 3,224 3,224 
 

6,096 
Erlanger East Hospital 1,505 22,692 75 24,272 

 
30,255 

Erlanger Medical Center 3,774 41,913 460 46,147 
 

74,749 
Erlanger North Hospital 73 11,612 0 11,685 

 
13,720 

Fort Sanders Regional Medical Center 0 58 0 58 
 

40,890 
Johnson City Medical Center 0 65 0 65 

 
46,646 

LeConte Medical Center 0 75 0 75 
 

50,258 
Memorial Healthcare System, Inc. 2,286 23,911 226 26,423 

 
43,651 

Memorial North Park 239 26,255 0 26,494 
 

30,050 
Parkridge East Hospital 562 20,311 0 20,873 

 
45,068 

Parkridge Medical Center, Inc. 597 24,500 0 25,097 
 

33,020 
Parkridge West Hospital 0 257 0 257 

 
15,689 

Rhea Medical Center 101 1,207 0 1,308 
 

21,460 
Saint Thomas Rutherford Hospital 0 142 0 142 

 
74,707 

Starr Regional Medical Center 1,045 103 705 1,853 
 

35,595 
Starr Regional Medical Center Etowah 265 0 1,637 1,902 

 
10,822 

Sweetwater Hospital Association 59 0 53 112 
 

23,440 
Tennova HealthCare - Cleveland 38,441 1,069 3,311 42,821 

 
47,836 

Tennova HealthCare - Cleveland 
(Westside) 158 0 0 158 

 
216 

University of Tennessee Medical Center 0 66 0 66 
 

28,843      

 

FSED 
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Vanderbilt University Medical Center 77 214 0 291 
 

120,616 
Other Hospitals* 518 1,052 250 1,820 

 
- 

Total 49,700 175,502 9,941 235,143 
 

793,627 
Source: Tennessee Department of Health, Division of Health Planning. 
Hospital Discharge Data System, 2016.  Nashville, TN.  
NOTE: Hospital Discharge statistics should not be compared to Joint Annual Report statistics.  Both 
systems are independent of each other with different reporting requirements. 

     
   

 

      
 

In 2016, 77% of all Bradley County resident ED visits were seen at Tennova Healthcare-Cleveland.  
Erlanger Medical Center performed 7.6% of the ED visits for patients residing in Bradley County. 
 
In 2016, 33% of all Polk County resident ED visits were seen at Tennova Healthcare-Cleveland.  
Erlanger Medical Center performed 4.6% of the ED visits for patients residing in Polk County. 
 
The applicant reported that 179 patients were transferred from Tennova Healthcare- Cleveland to 
Erlanger Medical Center and Children’s Hospital in 2016.  These patients would account for less 
than .3% of the EMC patient total of 74,749 for 2016. 
 
 
 

2016 Emergency Room Utilization 
County Facility #ER Rooms 2016 Total Average Per 

Room 
Hamilton Erlanger East-Hamilton 17 31197 1835 
Hamilton Erlanger Medical Center* 79 92685 1173 
Hamilton Erlanger North Hospital 8 14857 1857 
Hamilton Parkridge Medical Center 23 38394 1669 
Hamilton Parkridge East 19 50430 2654 
Hamilton Memorial Healthcare 31 49445 1595 
Hamilton Memorial North Park 21 32674 1550 
Bradley Tennova HealthCare-Cleveland 42 48501 1145 
Polk Copper Basin Medical Center** 3 6750 2250 

Joint Annual Reports of Hospitals, 2016 Tennessee Department of Health, Division of Policy  
*Erlanger Medical Center data includes Children’s Hospital @Erlanger.  
** Copper Basin Medical Center is now closed for operations. 
 
TENNCARE/MEDICARE ACCESS: 
The applicant participates in the TennCare/Medicaid and Medicare programs, provider # 044-1306. 
The applicant states that Erlanger Medical Center provided approximately $116 million and $110 
million in uncompensated care to patients in 2016 and 2017.  The applicant provides their Financial 
Assistance Policy in the application attachments. 
 

Project Payor Mix Year One 
Payor Source Projected 

Gross 
Operating 
Revenue 

% of Total 

Medicare/Medicare Managed Care $8,850,457 24.2% 
TennCare/Medicaid $5,566,660 15.7% 

Commercial/Other Managed Care $16,193,611 45.7% 
Self-Pay $4,432,054 12.5% 
Other $248,195 .7% 

Charity Care $435,456 1.2% 
Total $35,456,433 100% 
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A list of all the applicant’s managed care payor contracts is found in Attachment A-9 of the 
application. 
 
ECONOMIC FACTORS/FINANCIAL FEASIBILITY: 
The Department of Health, Division of Policy, Planning, and Assessment have reviewed the Project 
Costs Chart, the Historical Data Chart, and the Projected Data Chart to determine if they are 
mathematically accurate and if the projections are based on the applicant’s anticipated level of 
utilization.  The location of these charts may be found in the following specific locations in the 
Certificate of Need Application or the Supplemental material: 
 
The project is funded by operating funds of Erlanger Health System as detailed in a letter from the 
Erlanger CFO is included in the application. 
 
The Cost per Square Footage Chart is located on page 23 of the application.  A total square 
footage of 12,383 SF, with 9,883 SF for the emergency department and 2,500 SF for the 
catheterization lab, is detailed at a cost of $330 SF.  This amount is above the median SF of $289 
SF, but below the 3rd quartile SF cost of $395. 
 
 Project Costs Chart:  The Project Costs Chart is located on page 89 of the application.  

The total project cost is $11,297,935, with a construction of cost of $4,086,390. 
 

Historical Data Chart: The Historical Data Chart for the entire facility is located in 
Supplemental 2 of the application.  The applicant reported admissions of 33,340, 35,414, 
and 38,626 in 2015, 2016, and 2017 with net operating income of each year of $47,915,710, 
$29,543,136, and $9,871,131, respectively. 

 
Projected Data Chart:     The Projected Data Chart for the Satellite Emergency 
Department is located on page 99 of the application.  The applicant projects 14,000 and 
15,500 ED visits, or 875 and 969 visits per room for years one and two of the project, with 
positive net operating revenues of $1,138,667 and $1,567,912 each year respectively. 
 

 
Proposed Charge Schedule 

 Previous Year Current Year Year One Year Two % Change  

Gross Charge n/a n/a $2,533 $2,842 12.2% 

Average 
Deduction 

n/a n/a $2,059 $2,329 13.% 

Average Net 
Charge 

n/a n/a $473 $514 8.7% 

 
 
CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTHCARE: 
The FSED will be owned by Erlanger Medical Center. The applicant will operate the emergency 
department 7 days per week, 24 hours per day.  There will be a total of 16 treatment rooms.  
Laboratory, pharmacy, respiratory, and radiology services, including x-ray and CT will be available 
onsite during all hours of operation, 24/7. The catheterization lab will operate Monday-Friday 
8:00am-5pm, and on call as needed.  The catheterization lab will provide both diagnostic and 
therapeutic (interventional) procedures as needed.  
 
 
This project is part of a long range plan to provide a system of care over a four state area, with 
the goal of providing a comprehensive system of care comprised of unduplicated services while 
serving those who are currently under served and do not have the ability to pay for their services.   
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The applicant states that other options for the project are not possible.  The campuses of Erlanger 
East Hospital and Erlanger Medical Center are not sufficient in size to accommodate the expansion 
of their current emergency departments, so the proposed project is the only viable option.  
 
The applicant states that positive effects of the project will include improved delivery of care for 
those in need of emergency care regardless of ability to pay, in the areas where patients are 
underserved. 
 
The applicant will have transfer agreements with the following Erlanger Hospitals: 
Erlanger Medical Center, Erlanger East Hospital, Erlanger North Hospital, Erlanger Bledsoe Hospital, 
and T.C. Thompson Children’s Hospital. 
 
The applicant provides a Project Completion Forecast Chart on page 132 of the application 
detailing a Final Project Report date of August, 2020. 
 
QUALITY MEASURES:   
Erlanger Medical Center is licensed by the State Health Department with license number 
0000000140.  
A survey by the TN. State Office of Emergency Medical Services was conducted on May 26, 2015, 
resulting in the recommendation to continue the applicant’s designation as a Level I trauma center. 
The Erlanger Medical Center, the FSED host hospital, is currently accredited by the Joint 
Commission.   
Erlanger Health System is a leader in academic partnership with many university and clinical 
programs, including the U.T College of Medicine.  Erlanger Health System is also a member of the 
Vanderbilt University Medical Center health network which further enhances opportunities for state 
of the art research, education and training.  A complete partnership listing is included in the 
application. 
 
  

SPECIFIC CRITERIA FOR CERTIFICATE OF NEED 
 
The applicant responded to all relevant specific criteria for Certificate of Need as set forth in the 
document Tennessee’s State Health Plan. 
 

CERTIFICATE OF NEED STANDARDS AND CRITERIA 
 

FOR 
 

Freestanding Emergency Departments 

The Health Services Development Agency (HSDA) may consider the following 
standards and criteria for applicants seeking to establish or expand Freestanding 
Emergency Departments (FSEDs). Rationale statements are provided for standards to 
explain the Division of Health Planning’s underlying reasoning. Additionally, these 
rationale statements may assist stakeholders in responding to these Standards and 
may assist the HSDA in its assessment of applications. Existing FSEDs are not affected 
by these standards and criteria unless they take action that requires a new certificate 
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of need (CON) for such services. These proposed standards and criteria will become 
effective immediately upon approval and adoption by the governor.  

The Certificate of Need Standards and Criteria serve to uphold the Five Principles for 
Achieving Better Health set forth by the State Health Plan. These Principles were first 
developed for the 2010 edition and have been utilized as the overarching framework 
of the Plan in each annual update that has followed. Utilizing the Five Principles for 
Achieving Better Health during the development of the CON Standards and Criteria 
ensures the protection and promotion of the health of the people of Tennessee. The 
State Health Plan’s Five Principles for Achieving Better Health are as follows: 
 

1. Healthy Lives: The purpose of the State Health Plan is to improve the health 
of people in Tennessee. 

2. Access: People in Tennessee should have access to health care and the 
conditions to achieve optimal health.  

3.  Economic Efficiencies: Health resources in Tennessee, including health care, 
should be developed to address the health of people in Tennessee while 
encouraging value and economic efficiencies.  

4.  Quality of Care: People in Tennessee should have confidence that the quality 
of care is continually monitored and standards are adhered to by providers. 

5. Workforce: The state should support the development, recruitment, and 
retention of a sufficient and quality health workforce.  
 

Definitions 
 Rural Area: A proposed service area shall be designated as rural in accordance with 
the U.S. Department of Health and Human Services (HRSA) Federal Office of Rural 
Health Policy’s List of Rural Counties and Designated Eligible Census Tracts in 
Metropolitan Counties. This document, along with the two methods used to determine 
eligibility, can be found at the following link:  
 http://www.hrsa.gov/ruralhealth/resources/forhpeligibleareas.pdf 
 
For more information on the Federal Office of Rural Health Policy visit:  
http://www.hrsa.gov/ruralhealth/ 
 
Freestanding Emergency Department: A facility that receives individuals for 
emergency care and is structurally separate and distinct from a hospital. A 
freestanding emergency department (FSED) is owned and operated by a licensed 
hospital. These facilities provide emergency care 24 hours a day, 7 days a week, and 
365 days a year.  
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Service Area: Refers to the county or contiguous counties or Zip Code or contiguous 
Zip Codes represented by an applicant as the reasonable area in which the applicant 
intends to provide freestanding emergency department services and/or in which the 
majority of its service recipients reside.  
 

Standards and Criteria 
 

1. Determination of Need: The determination of need shall be based upon the 
existing access to emergency services in the proposed service area. The 
applicant should utilize the metrics below, as well as other relevant metrics, to 
demonstrate that the population in the proposed service area has inadequate 
access to emergency services due to geographic isolation, capacity challenges, 
or low-quality of care.  
 
The applicant shall provide information on the number of existing emergency 
department (ED) facilities in the service area, as well as the distance of the 
proposed FSED from these existing facilities. If the proposed service area is 
comprised of contiguous ZIP Codes, the applicant shall provide this 
information on all ED facilities located in the county or counties in which the 
service area ZIP Codes are located. 
 
The applicant should utilize Centers for Medicare and Medicaid Services (CMS) 
throughput measures, available from the CMS Hospital Compare website, to 
illustrate the wait times at existing emergency facilities in the proposed service 
area. Data provided on the CMS Hospital Compare website does have a three 
to six month lag. In order to account for the delay in this information, the 
applicant may supplement CMS data with other more timely data.  

ED-1 Median time from ED arrival to ED departure for ED admitted 
patients 

ED-2 Median time from admit decision to departure for ED 
admitted patients 

OP-18 Median time from ED arrival to ED departure for discharged 
ED patients 

OP-20 Door to diagnostic evaluation by a qualified medical 
professional 

OP-22 ED-patient left without being seen 
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*Capacity Challenges- Wait Times 
Item Category Erlanger 

Medical Ctr 
Tennessee 
Average 

National  
Average 

ED-1 Median time from ED arrival to ED departure for 
ED admitted patients 

312 321 mins 335 mins 

ED-2 Median time from admit decision to departure 
for ED admitted patients 

168  130 mins 121 mins 

OP-18 Median time from ED arrival to ED departure for 
discharged ED patients 

142 170 mins 163 mins 

OP-20 Door to diagnostic evaluation by a qualified 
medical professional 

26 19 mins 25 mins 

OP-22 ED-patient left without being seen 2% 2% 2% 
Data gathered by DOH staff 5-24-18 
 
*Capacity Challenges- Wait Times 

Item Category Erlanger 
Medical Ctr 

Tennessee 
Average 

National  
Average 

ED-1 Median time from ED arrival to ED departure for 
ED admitted patients 

327  251 mins 282 mins 

ED-2 Median time from admit decision to departure 
for ED admitted patients 

190 mins  81 mins 120 mins 

OP-18 Median time from ED arrival to ED departure for 
discharged ED patients 

138 mins 132 mins 138 mins 

OP-20 Door to diagnostic evaluation by a qualified 
medical professional 

29 mins 17 mins 20 mins 

OP-22 ED-patient left without being seen 2% 2% 2% 
Data provided by applicant, Supplemental 2. 

 
The applicant should also provide data on the number of visits per treatment 
room per year for each of the existing emergency department facilities in the 
service area. Applicants should utilize applicable data in the Hospital Joint 
Annual Report to demonstrate the total annual ED volume and annual 
emergency room visits of the existing facilities within the proposed service 
area. All existing EDs in the service area should be operating at capacity. This 
determination should be based upon the annual visits per treatment room at 
the host hospital’s emergency department (ED) as identified by the American 
College of Emergency Physicians (ACEP) in Emergency Department Design: A 
Practical Guide to Planning for the Future, Second Edition as capacity for EDs. The 
capacity levels set forth by this document should be utilized as a guideline for 
describing the potential of a respective functional program. The annual visits 
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per treatment room should exceed what is outlined in the ACEP document. 
Because the capacity levels set forth in the Emergency Department Design: A 
Practical Guide to Planning for the Future, Second Edition are labeled in the 
document as a “preliminary sizing chart”, the applicant is encouraged to 
provide additional evidence of the capacity, efficiencies, and demographics of 
patients served within the existing ED facility in order to better demonstrate 
the need for expansion. 

 
The standard utilization capacity for Tennova-Cleveland according to the ACEP guidelines 
is 1,596 visits per room. 

Source: https://www.medicare.gov/hospitalcompare/search.html 
 
https://data.medicare.gov/data/hospital-compare 
 
Note: The above measures are found in the category “Timely and Effective Care”. 

 
If the applicant is demonstrating low-quality care provided by existing EDs in the 
service area, the applicant shall utilize the Joint Commission’s “Hospital Outpatient 
Core Measure Set”. These measures align with CMS reporting requirements and are 
available through the CMS Hospital Compare website. Full details of these measures 
can be found in the Joint Commission’s Specification Manual for National Hospital 
Outpatient Department Quality Measures. Existing emergency facilities should be in the 
bottom quartile of the state in the measures listed below in order to demonstrate 
low-quality of care.  
 

 
OP-1 Median Time to Fibrinolysis 
OP-2 Fibrinolytic Therapy Received Within 30 Minutes 
OP-3 Median Time to Transfer to Another Facility for Acute Coronary 
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Intervention 
OP-4 Aspirin at Arrival 
OP-5 Median Time to ECG 
OP-18 Median Time from ED Arrival to Departure for Discharged ED Patients 
OP-20 Door to Diagnostic Evaluation by a Qualified Medical Personnel 
OP-21 ED-Median Time to Pain Management for Long Bone Fracture 
OP-23 ED-Head CT or MRI Scan Results for Acute Ischemic Stroke or 

Hemorrhagic Stroke Patients who Received Head CT or MRI Scan 
Interpretation With 45 Minutes of ED Arrival 

 
Low quality comparison of existing ED facilities in the service area. 

Tennova Healthcare-Cleveland 
  ED time Below 1st Qtr 1st to 

Median 
Median 
to 3rd 

Above 3rd 

OP-1 Median Time to Fibrinolysis N/A     
OP-2 Fibrinolytic Therapy Received Within 30 Minutes N/a     
OP-4 Aspirin at Arrival 100 mins    X 
OP-5 Median Time to ECG 5 mins  X   
OP-18 Median Time from ED Arrival to Departure for 

Discharged ED Patients 
195 mins    X 

OP-20 Door to Diagnostic Evaluation by a Qualified 
Medical Personnel 

16 mins  X   

OP-21 ED-Median Time to Pain Management for Long 
Bone Fracture 

92 mins    X 

OP-23 ED-Head CT or MRI Scan Results for Acute 
Ischemic Stroke or Hemorrhagic Stroke Patients 
who Received Head CT or MRI Scan 
Interpretation With 45 Minutes of ED Arrival 

87 mins   X  

 
Sources: https://www.jointcommission.org/hospital_outpatient_department/ 
 
https://www.jointcommission.org/assets/1/6/HAP_Outpatient_Dept__Core_Me
asure_Set.pdf 
 
https://www.medicare.gov/hospitalcompare/search.html 
 
https://data.medicare.gov/data/hospital-compare 
 
Note: The above measures are found in the category “Timely and Effective Care”. 
The HSDA should consider additional data provided by the applicant to 
support the need for the proposed FSED including, but not limited to, data 
relevant to patient acuity levels, age of patients, percentage of behavioral 
health patients, and existence of specialty modules. These data may provide 
the HSDA with additional information on the level of need for emergency 
services in the proposed service area. If providing additional data, applicants 
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should utilize Hospital Discharge Data System data (HDDS) when applicable. 
The applicant may utilize other data sources to demonstrate the percentage of 
behavioral health patients but should explain why the alternative data source 
provides a more accurate indication of the percentage of behavioral health 
patients than the HDDS data.  
 
See Standard 2, Expansion of Existing Emergency Department Facility, for 
more information on the establishment of a FSED for the purposes of 
decompressing volumes and reducing wait times at the host hospital’s existing 
ED.  
 
Note: Health Planning recognizes that limitations may exist for specific metrics 
listed above.  When significant limitations exist (e.g. there are not adequate 
volumes to evaluate) applicants may omit these metrics from the application. 
However, the application should then discuss the limitations and reasoning for 
omission.  Applicants are encouraged to supplement the listed metrics with 
additional metrics that may provide HSDA with a more complete representation of 
the need for emergency care services in the proposed service area. 

 
Rationale: Applicants seeking to establish a FSED should demonstrate need 
based on barriers to access in the proposed service area. While limited access 
to emergency services due to geographic isolation, low-quality of care, or 
excessive wait times are pertinent to the discussion, the applicant is also 
encouraged to provide additional data from the proposed service area that 
may provide the HSDA with a more comprehensive picture of the unique 
needs of the population that would be served by the FSED. Host hospitals 
applying to establish a FSED displaying efficiencies in care delivery via high 
volumes and low wait time should not be penalized in the review of this 
standard. Host hospitals are expected to demonstrate high quality care in 
order to receive approval. See Standard 4 for more information.  

 
Applicants seeking to establish an FSED in a geographically isolated, rural area 
should be awarded special consideration by the HSDA. 

 
The applicant states that after Tennova Healthcare acquired Bradley Memorial 
Hospital, the level III trauma center was closed.  This left patients in Bradley County 
geographically isolated with no trauma center and necessitated the transport of 
those patients to Hamilton County, Erlanger Medical Center. Additionally, Copper 
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Basin Medical Center has recently closed, leaving Polk County residents with no 
local trauma center. 
 

2. Expansion of Existing Emergency Department Facility: Applicants seeking 
expansion of the existing host hospital ED through the establishment of a 
FSED in order to decompress patient volumes should demonstrate the existing 
ED of the host hospital is operating at capacity. This determination should be 
based upon the annual visits per treatment room at the host hospital’s 
emergency department (ED) as identified by the American College of 
Emergency Physicians (ACEP) in Emergency Department Design: A Practical Guide 
to Planning for the Future, Second Edition as capacity for EDs. The capacity levels 
set forth by this document should be utilized as a guideline for describing the 
potential of a respective functional program. The applicant shall utilize the 
applicable data in the Hospital Joint Annual Report to demonstrate total 
annual ED volume and annual emergency room visits. The annual visits per 
treatment room should exceed what is outlined in the ACEP document. 
Because the capacity levels set forth in the Emergency Department Design: A 
Practical Guide to Planning for the Future, Second Edition are labeled in the 
document as a “preliminary sizing chart”, the applicant is encouraged to 
provide additional evidence of the capacity, efficiencies, and demographics of 
patients served within the existing ED facility in order to better demonstrate 
the need for expansion. See Standard 1, Demonstration of Need, for examples 
of additional evidence. 

 

ED Utilization 2016-2017 
 2016 Ed 

visits 
2017 ED 
visits 

2017 ED  
Rooms 

2017 
Visits/Room 

Erlanger Medical Center 51,926 49,815 38 1311 
Children’s Hospital @Erlanger 40,759 40,993 31 1242 
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Additionally, the applicant should discuss why expansion of the existing ED is 
not a viable option. This discussion should include any barriers to expansion 
including, but not limited to, economic efficiencies, disruption of services, 
workforce duplication, restrictive covenants, and issues related to access. The 
applicant should also provide evidence that all practical efforts to improve 
efficiencies within the existing ED have been made, including, but not limited 
to, the review of and modifications to staffing levels.    
Applicants seeking to decompress volumes of the existing host hospital ED 
should be able to demonstrate need for the additional facility in the proposed 
service area as defined in the application in accordance with Standard 1, 
Determination of Need.   
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Resident County Total 

Number 
Behavioral 

Health Patients 

Percentage 
Behavioral 

Health Patients 
Number Patients 

Level I or II 

Percentage 
Patients Level I 

or II 

Number Patients 
Age 65 and 

Older 

Percentage 
Patients Age 65 

and Older 
TENNESSEE 3,055,244 54,581 1.8 1,456,976 47.7 441,123 14.4 

Bradley 49,697 1,074 2.2 29,702 59.8 8,952 18.0 

Tennova-Cleveland 46,597 1,059 2.3 20,609 64.0 8,861 19.0 

Source: Tennessee Department of Health, Division of Health Planning. 
Hospital Discharge Data System, 2016.  Nashville, TN. 
 

3. Relationship to Existing Similar Services in the Area: The proposal shall 
discuss what similar services are available in the service area and the trends in 
occupancy and utilization of those services. This discussion shall include the 
likely impact of the proposed FSED on existing EDs in the service area and 
shall include how the applicant’s services may differ from existing services. 
Approval of the proposed FSED should be contingent upon the applicant’s 
demonstration that existing services in the applicant’s proposed geographical 
service area are not adequate and/or there are special circumstances that 
require additional services.  

 
Rural: The applicant should provide patient origin data by ZIP Code for each 
existing facility as well as the proposed FSED in order to verify the proposed 
facility will not negatively impact the patient base of the existing rural 
providers. The establishment of a FSED in a rural area should only be 
approved if the applicant can adequately demonstrate the proposed facility 
will not negatively impact any existing rural facilities that draw patients from 
the proposed service area. Additionally, in an area designated as rural, the 
proposed facility should not be located within 10 miles of an existing facility. 
Finally, in rural proposed service areas, the location of the proposed FSED 
should not be closer to an existing ED facility than to the host hospital.  

 

Patient Destination for County Service Area by Hospital, 
Highest to Lowest, 2016 

       
Hospital 

Resident County 
Total  

Hospital Total 
All COs Bradley Hamilton Polk 

 Copper Basin Medical Center 0 0 3,224 3,224 
 

6,096 
Erlanger East Hospital 1,505 22,692 75 24,272 

 
30,255 

Erlanger Medical Center 3,774 41,913 460 46,147 
 

74,749 
Erlanger North Hospital 73 11,612 0 11,685 

 
13,720 

Fort Sanders Regional Medical Center 0 58 0 58 
 

40,890 
Johnson City Medical Center 0 65 0 65 

 
46,646      
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LeConte Medical Center 0 75 0 75 
 

50,258 
Memorial Healthcare System, Inc. 2,286 23,911 226 26,423 

 
43,651 

Memorial North Park 239 26,255 0 26,494 
 

30,050 
Parkridge East Hospital 562 20,311 0 20,873 

 
45,068 

Parkridge Medical Center, Inc. 597 24,500 0 25,097 
 

33,020 
Parkridge West Hospital 0 257 0 257 

 
15,689 

Rhea Medical Center 101 1,207 0 1,308 
 

21,460 
Saint Thomas Rutherford Hospital 0 142 0 142 

 
74,707 

Starr Regional Medical Center 1,045 103 705 1,853 
 

35,595 
Starr Regional Medical Center Etowah 265 0 1,637 1,902 

 
10,822 

Sweetwater Hospital Association 59 0 53 112 
 

23,440 
Tennova HealthCare - Cleveland 38,441 1,069 3,311 42,821 

 
47,836 

Tennova HealthCare - Cleveland 
(Westside) 158 0 0 158 

 
216 

University of Tennessee Medical Center 0 66 0 66 
 

28,843 
Vanderbilt University Medical Center 77 214 0 291 

 
120,616 

Other Hospitals* 518 1,052 250 1,820 
 

- 
Total 49,700 175,502 9,941 235,143 

 
793,627 

Source: Tennessee Department of Health, Division of Health Planning. 
Hospital Discharge Data System, 2016.  Nashville, TN.  
NOTE: Hospital Discharge statistics should not be compared to Joint Annual Report statistics.  Both 
systems are independent of each other with different reporting requirements. 

     
   

 

      
 

In 2016, 77% of all Bradley County resident ED visits were seen at Tennova Healthcare-Cleveland.  
Erlanger Medical Center performed 7.6% of the ED visits for patients residing in Bradley County. 
 
In 2016, 33% of all Polk County resident ED visits were seen at Tennova Healthcare-Cleveland.  
Erlanger Medical Center performed 4.6% of the ED visits for patients residing in Polk County. 
 
The applicant reported that 179 patients were transferred from Tennova Healthcare- Cleveland to 
Erlanger Medical Center and Children’s Hospital in 2016.  These patients would account for less 
than .3% of the EMC patient total of 74,749 for 2016. 
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4. Host Hospital Emergency Department Quality of Care: Additionally, the 
applicant shall provide data to demonstrate the quality of care being provided 
at the ED of the host hospital. The quality metrics of the host hospital should 
be in the top quartile of the state in order to be approved for the 
establishment of a FSED. The applicant shall utilize the Joint Commission’s 
hospital outpatient core measure set. These measures align with CMS 
reporting requirements and are available through the CMS Hospital Compare 
website. Full details of these measures can be found in the Joint Commission’s 
Specification Manual for National Hospital Outpatient Department Quality 
Measures.  
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Erlanger Medical Center 

  ED time Below 1st Qtr 1st to 
Median 

Median 
to 3rd 

Above 3rd 

OP-1 Median Time to Fibrinolysis N/A     
OP-2 Fibrinolytic Therapy Received Within 30 Minutes N/A     
OP-4 Aspirin at Arrival 85 mins X    
OP-5 Median Time to ECG 8 mins   X  
OP-18 Median Time from ED Arrival to Departure for 

Discharged ED Patients 
138 mins   X  

OP-20 Door to Diagnostic Evaluation by a Qualified 
Medical Personnel 

29 mins    X 

OP-21 ED-Median Time to Pain Management for Long 
Bone Fracture 

44 mins  X   

OP-23 ED-Head CT or MRI Scan Results for Acute 
Ischemic Stroke or Hemorrhagic Stroke Patients 
who Received Head CT or MRI Scan 
Interpretation With 45 Minutes of ED Arrival 

N/A     

 
Sources: https://www.jointcommission.org/hospital_outpatient_department/ 
 
https://www.jointcommission.org/assets/1/6/HAP_Outpatient_Dept__Core_Me
asure_Set.pdf 
 
https://www.medicare.gov/hospitalcompare/search.html 
 
https://data.medicare.gov/data/hospital-compare 
 
Note: The above measures are found in the category “Timely and Effective Care”. 

 
Note: Health Planning recognizes that limitations may exist for specific metrics 
listed above.  When significant limitations exist (e.g. there are not adequate 
volumes to evaluate) applicants may omit these metrics from the application. 
However, the application should then discuss the limitations and reasoning for 
omission.  Applicants are encouraged to supplement the listed metrics with 
additional metrics that may provide HSDA with a more complete representation of 
the need for emergency care services in the proposed service area. 
 

5. Appropriate Model for Delivery of Care: The applicant should discuss why a 
FSED is the appropriate model for delivery of care in the proposed service 
area.  
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The applicant states that the Erlanger Health System is the backbone and 
safety net for healthcare delivery for the southeast region of Tennessee and 
the surrounding areas.  Erlanger is committed to provide the right level of 
care in the right locations for those in need to healthcare.  Erlanger has six 
LifeForce air ambulance helicopters ready to transport those in need 
throughout the region. 
 

6. Geographic Location: The FSED should be located within a 35 mile radius of 
the hospital that is the main provider.  
 
The FSED will be located 27.5 miles from the host hospital. 
 

7. Access: The applicant must demonstrate an ability and willingness to serve 
equally all of the service area in which it seeks certification. In addition to the 
factors set forth in HSDA Rule 0720-11-.01(1) (listing factors concerning need 
on which an application may be evaluated), the HSDA may choose to give 
special consideration to an applicant that is able to show that there is limited 
access to ED services in the proposed Service Area. 
 
Erlanger is the 7th largest public health system in the United States and 
provides approximately $110 million in uncompensated care annually. 
 

8. Services to High-Need Populations: Special consideration shall be given to 
applicants providing services fulfilling the unique needs and requirements of 
certain high-need populations, including patients who are uninsured, low 
income, or patients with limited access to emergency care. 

 
 

9. Establishment of Non-Rural Service Area: The geographic service area shall 
be reasonable and based on an optimal balance between population density 
and service proximity of the applicant. The socio-demographics of the service 
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area and the projected population to receive services shall be considered. The 
applicant shall demonstrate the orderly development of emergency services 
by providing information regarding current patient origin by ZIP Code for the 
hospital’s existing ED in relation to the proposed service area for the FSED.  
Bradly County is a non-rural county.  Tennova-Cleveland is the only hospital 
provider in the service area.  The FSED will be located at a major intersection 
along I-75. 
 
Establishment of a Rural Service Area: Applicants seeking to establish a 
freestanding emergency department in a rural area with limited access to 
emergency medical care shall establish a service area based upon need. The 
applicant shall demonstrate the orderly development of emergency services 
by providing information regarding patient origin by ZIP Code for the 
proposed service area for the FSED. 

 
10. Relationship to Existing Applicable Plans; Underserved Area and 

Population: The proposal’s relationship to underserved geographic areas and 
underserved population groups shall be a significant consideration. 
 
Bradley County-Cleveland service area and all of Polk County are classified as 
medically underserved area. 
 

11. Composition of Services: Laboratory and radiology services, including but not 
limited to XRAY and CT scanners, shall be available on-site during all hours of 
operation. The FSED should also have ready access to pharmacy services and 
respiratory services during all hours of operation.   
 
Laboratory, pharmacy, respiratory, and radiology services, including x-ray 
and CT will be available onsite during all hours of operation, 24/7. 
 

12. Pediatric Care: Applicants should demonstrate a commitment to maintaining 
at least a Primary Level of pediatric care at the FSED as defined by 
CHAPTER 1200-08-30 Standards for Pediatric Emergency Care Facilities 
including staffing levels, pediatric equipment, staff training, and pediatric 
services.  Applicants should include information detailing the expertise, 
capabilities, and/or training of staff to stabilize or serve pediatric patients. 
Additionally, applicants shall demonstrate a referral relationship, including a 
plan for the rapid transport, to at least a general level pediatric emergency 
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care facility to allow for a specialized higher level of care for pediatric patients 
when required.    
 
The FSED will provide emergency and trauma services to adults and children.  
Transport to Children’s Hospital @ Erlanger, a designated regional trauma 
center, is available in minutes via LifeForce air ambulance.  
 

13. Assurance of Resources: The applicant shall document that it will provide the 
resources necessary to properly support the applicable level of emergency 
services. Included in such documentation shall be a letter of support from the 
applicant’s governing board of directors or Chief Financial Officer documenting 
the full commitment of the applicant to develop and maintain the facility 
resources, equipment, and staffing to provide the appropriate emergency 
services. The applicant shall also document the financial costs of maintaining 
these resources and its ability to sustain them to ensure quality treatment of 
patients in the ED continuum of care. 
 
A letter from the CFO of Erlanger Health System assuring the necessary 
resources to operate the FSED sufficiently with high quality patient care is 
located as an attachment to the application. 
 

14. Adequate Staffing: An applicant shall document a plan demonstrating the 
intent and ability to recruit, hire, train, assess competencies of, supervise, and 
retain the appropriate numbers of qualified personnel to provide the services 
described in the application and that such personnel are available in the 
proposed service area. Each applicant shall outline planned staffing patterns 
including the number and type of physicians and nurses. Each FSED is 
required to be staffed by at least one physician and at least one registered 
nurse at all times (24/7/365). Physicians staffing the FSED should be board 
certified or board eligible emergency physicians.  If significant barriers exist 
that limit the applicant’s ability to recruit a board certified or board eligible 
emergency physician, the applicant shall document these barriers for the 
HSDA to take into consideration. Applicants are encouraged to staff the FSED 
with registered nurses certified in emergency nursing care and/or advanced 
cardiac life support. The medical staff of the FSED shall be part of the 
hospital’s single organized medical staff, governed by the same bylaws. The 
nursing staff of the FSED shall be part of the hospital’s single organized 
nursing staff. The nursing services provided shall comply with the hospital’s 
standards of care and written policies and procedures.  
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Adequate Staffing of a Rural FSED: An applicant shall document a plan 
demonstrating the intent and ability to recruit, hire, train, assess competencies 
of, supervise, and retain the appropriate numbers of qualified personnel to 
provide the services described in the application and that such personnel are 
available in the proposed service area. Each applicant shall outline planned 
staffing patterns including the number and type of physicians. FSEDs 
proposed to be located in rural areas are required to be staffed in accordance 
with the Code of Federal Regulations Title 42, Chapter IV, Subchapter G, Part 
485, Subpart F – Conditions of Participation: Critical Access Hospitals (CAHs). 
This standard requires a physician, nurse practitioner, clinical nurse specialist, 
or physician assistant be available at all times the CAH operates. The standard 
additionally requires a registered nurse, clinical nurse specialist, or licensed 
practical nurse to be on duty whenever the CAH has one or more inpatients.  
However, because FSEDs shall be in operation 24/7/365 and because they will 
not have inpatients, a registered nurse, clinical nurse specialist, or licensed 
practical nurse shall be on duty at all times (24/7/365).  Additionally, due to the 
nature of the emergency services provided at an FSED and the hours of 
operation, a physician, nurse practitioner, clinical nurse specialist, or physician 
assistant shall be on site at all times. 
 
Source:  http://www.ecfr.gov/cgi-bin/text-
idx?rgn=div6&node=42:5.0.1.1.4.4#se42.5.485_1631 

 
Rationale: FSEDs should be staffed with a physician who is board-certified or 
board-eligible in emergency medicine and a registered nurse in order to 
ensure the facility is capable of providing the care necessary to treat and/or 
stabilize patients seeking emergency care. The HSDA should consider evidence 
provided by the applicant that demonstrates significant barriers to the 
recruitment a physician who is board-certified or board-eligible in emergency 
medicine exist.  
 
Rural FSEDs should be awarded flexibility in terms of staffing in accordance 
with federal regulations. Additionally, flexibility in staffing requirements takes 
into account the limited availability of medical staff in certain rural regions of 
the state. 
 
The FSED will be staffed with at least one physician and one RN at all times. 
 



__________________________________________________________________________________________________ 
DOH/PPA/…CON#1802-011                                                                                 Erlanger Medical Center  
                                                                                                   Freestanding Emergency Department/Cardiac Cath 
 
 

- 23 - 

Title FTE 
Physician 4.4 

RN 8.9 
Advanced Practice RN 4.4 

ER tech/ EVS tech .7 
Rad tech 1.3 
CT tech 3.0 

Ultrasound tech 2.0 
Cardiac specialist 2.0 

Medical tech 5.6 
Pharmacy tech 1.0 

Other  11.5 
 

15. Medical Records: The medical records of the FSED shall be integrated into a 
unified retrieval system with the host hospital.  
 
Erlanger Health System implemented a new EMR system in 2017 which is fully 
integrated to serve all Erlanger facilities including the FSED. 
 

16. Stabilization and Transfer Availability for Emergent Cases: The applicant 
shall demonstrate the ability of the proposed FSED to perform stabilizing 
treatment within the FSED and demonstrate a plan for the rapid transport of 
patients from the FSED to the most appropriate facility with a higher level of 
emergency care for further treatment. The applicant is encouraged to include 
air ambulance transport and an on-site helipad in its plan for rapid transport. 
The stabilization and transfer of emergent cases must be in accordance with 
the Emergency Medical Treatment and Labor Act. 
 
Erlanger Health System operates six air ambulance helicopters for rapid 
transfer of patients in need of higher levels of care.  The FSED will have a 
helipad to accommodate the LifeForce helicopters. 
 

17. Education and Signage: Applicants must demonstrate how the organization 
will educate communities and emergency medical services (EMS) on the 
capabilities of the proposed FSED and the ability for the rapid transport of 
patients from the FSED to the most appropriate hospital for further treatment. 
It should also inform the community that inpatient services are not provided 
at the facility and patients requiring inpatient care will be transported by EMS 
to a full service hospital. The name, signage, and other forms of 
communication of the FSED shall clearly indicate that it provides care for 
emergency and/or urgent medical conditions without the requirement of a 
scheduled appointment. The applicant is encouraged to demonstrate a plan 
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for educating the community on appropriate use of emergency services 
contrasted with appropriate use of urgent or primary care.  
The memorandum is available at the following link:  
https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGenInfo/downloads/SCletter08-08.pdf 
All signage and naming conventions will meet CMS standards and guidelines. 
In addition, the public communication will include advertisements in the 
local newspapers which clearly provide accurate explanation as to the 
nature and services available. 
 

18. Community Linkage Plan: The applicant shall describe its participation, if 
any, in a community linkage plan, including its relationships with appropriate 
health and outpatient behavioral health care system, including mental health 
and substance use, providers/services, providers of psychiatric inpatient 
services, and working agreements with other related community services 
assuring continuity of care. The applicant is encouraged to include primary 
prevention initiatives in the community linkage plan that would address risk 
factors leading to the increased likelihood of ED usage. 
 
 
Rationale: The State Health Plan moved from a primary emphasis of health 
care to an emphasis on “health protection and promotion”. The development 
of primary prevention initiatives for the community advances the mission of 
the State Health Plan. 
 
Erlanger will ensure that the proposed FSED is effectively linked to available 
community resources including inpatient and outpatient behavioral health 
services, mental health and substance abuse services and providers. 
 

19. Data Requirements: Applicants shall agree to provide the Department of 
Health and/or the HSDA with all reasonably requested information and 
statistical data related to the operation and provision of services and to report 
that data in the time and format requested. As a standard practice, existing 
data reporting streams will be relied upon and adapted over time to collect all 
needed information. 
 
EMC agrees to provide all reasonably requested information and statistical 
data to the HSDA. 
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20. Quality Control and Monitoring: The applicant shall identify and document 
its existing or proposed plan for data reporting, quality improvement, and 
outcome and process monitoring system. The FSED shall be integrated into 
the host hospital’s quality assessment and process improvement processes.  
 
As with EMC, the FSED will be part of The Joint Commission accreditation and 
the American College of Surgeons. 
 

21. Provider-Based Status: The applicant shall comply with regulations set forth 
by 42 CFR 413.65, Requirements for a determination that a facility or an 
organization has provider-based status, in order to obtain provider-based status. 
The applicant shall demonstrate eligibility to receive Medicare and Medicaid 
reimbursement, willingness to serve emergency uninsured patients, and plans 
to contract with commercial health insurers.  

 
EMC participates in both the Medicaid and Medicare programs and as will 
the proposed FSED.  Many of the current commercial payors which have 
contractual agreements with Erlanger Health Systems will be able to access 
services at the FSED. 
 

22. Licensure and Quality Considerations: Any applicant for this CON service 
category shall be in compliance with the appropriate rules of the TDH, the 
EMTALA, along with any other existing applicable federal guidance and 
regulation. The applicant shall also demonstrate its accreditation status with 
the Joint Commission or other applicable accrediting agency. The FSED shall be 
subject to the same accrediting standards as the licensed hospital with which 
it is associated.  
 
As with EMC, the FSED will be part of The Joint Commission accreditation and the 
American College of Surgeons. 
 
Note: Federal legislation, the Rural Emergency Acute Care Hospital (REACH Act), is 
under consideration. Under this legislation rural hospitals would be permitted to 
convert into a FSED and retain CMS recognition. If passage takes place, these 
standards should be considered revised in order to grant allowance to Tennessee 
hospitals seeking this conversion in accordance with the federal guidelines.  
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CERTIFICATE OF NEED STANDARDS AND CRITERIA  

FOR 

CARDIAC CATHETERIZATION SERVICES 
 

All Cardiac Catheterization Services 
 
Applicants proposing to provide any type of cardiac catheterization services must meet the 
following minimum standards: 

 
1. Compliance with Standards: The Division of Health Planning is working with 

stakeholders to develop a framework for greater accountability to these Standards 
and Criteria.  Applicants should indicate whether they intend to collaborate with the 
Division and other stakeholders on this matter.   
 

The applicant states, as a satellite facility of Erlanger Medical Center, Erlanger Bradley 
County intends to fully cooperate with these criteria. 
 

2. Facility Accreditation: If the applicant is not required by law to be licensed by the 
Department of Health, the applicant should provide documentation that the facility is 
fully accredited or will pursue accreditation by the Joint Commission or another 
appropriate accrediting authority recognized by the Centers for Medicare and 
Medicaid Services (CMS). 

 
The applicant states, as a satellite facility of Erlanger Medical Center, Erlanger Bradley 
County intends to fully cooperate with these criteria by seeking accreditation by the Joint 
Commission and by Accreditation for Cardiac Excellence. 
 
 

3. Emergency Transfer Plan: Applicants for cardiac catheterization services located in a 
facility without open heart surgery capability should provide a formalized written 
protocol for immediate and efficient transfer of patients to a nearby open heart 
surgical facility (within 60 minutes) that is reviewed/tested on a regular (quarterly) 
basis.   

 
The applicant has included in the application written protocols for immediate and efficient 
transfer of patient to Erlanger Medical Center. 
 

4. Quality Control and Monitoring: Applicants should document a plan to monitor the 
quality of its cardiac catheterization program, including, but not limited to, program 
outcomes and efficiency.  In addition, the applicant should agree to cooperate with 
quality enhancement efforts sponsored or endorsed by the State of Tennessee, which 
may be developed per Policy Recommendation 2.   

 
The applicant has included in the application written protocols to monitor the quality of its 
cardiac catheterization program, including outcomes and efficiency.  The applicant will also 
seek accreditation by the Joint Commission and by Accreditation for Cardiac Excellence. 
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5. Data Requirements: Applicants should agree to provide the Department of Health 

and/or the Health Services and Development Agency with all reasonably requested 
information and statistical data related to the operation and provision of services and 
to report that data in the time and format requested.  As a standard of practice, 
existing data reporting streams will be relied upon and adapted over time to collect all 
needed information.  
   

The applicant agrees to provide all reasonably requested information and 
statistical data to the HSDA. 

 
6. Clinical and Physical Environment Guidelines: Applicants should agree to document 

ongoing compliance with the latest clinical guidelines of the American College of 
Cardiology/Society for Cardiac Angiography and Interventions Clinical Expert 
Consensus Document on Cardiac Catheterization Laboratory Standards (ACC 
Guidelines).  As of the adoption of these Standards and Criteria, the latest version 
(2001) may be found online at: 
http://www.acc.org/qualityandscience/clinical/consensus/angiography/dirIndex.htm.     
 
Where providers are not in compliance, they should maintain appropriate 
documentation stating the reasons for noncompliance and the steps the provider is 
taking to ensure quality.  These guidelines include, but are not limited to, physical 
facility requirements, staffing, training, quality assurance, patient safety, screening 
patients for appropriate settings, and linkages with supporting emergency services. 

 
The applicant states, as a satellite facility of Erlanger Medical Center, Erlanger Bradley 
County will document ongoing compliance with the latest clinical guidelines of the American 
College of Cardiology, Society for Cardiac Angiography and Interventions Clinical Expert 
Consensus Document on Catheterization Laboratory Standards.  (ACC Standards) 
 

7. Staffing Recruitment and Retention: The applicant should generally describe how it 
intends to maintain an adequate staff to operate the proposed service, including, but 
not limited to, any plans to partner with an existing provider for training and staff 
sharing.   

 
The applicant state as a satellite facility of Erlanger Medical Center, Erlanger Bradley County 
will be staffed by appropriate trained and experienced staff from EMC.  These staff will 
possess the same skills required for both laboratory locations and may rotate between 
facilities as needed providing seamless integration of the FSED catheterization services. 
 

8. Definition of Need for New Services: A need likely exists for new or additional cardiac 
catheterization services in a proposed service area if the average current utilization for 
all existing and approved providers is equal to or greater than 70% of capacity (i.e., 
70% of 2000 cases) for the proposed service area. 
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Data Sources:  TDH Hospital Discharge Data System (HDDS) 
Data Years: 2014-2016 (most recent years of finalized HDDS data) 
 
Methodology: Determine the three year Cardiac Cath weighted volume (diagnostic and therapeutic) 

performed by each Tennessee hospital in the service area by 13 age groups.  Include all 
patients seen, both Tennessee resident and non-resident.  Include all occurrences of Cardiac 
Cath ICD-9 and ICD-10 Procedure Codes or CPT HCPCS codes with a Revenue Code 
0481, Cardiology - Cardiac Cath Lab.  Summarize cases based on the highest weighted 
code. 

 
 Cardiac Cath ICD-9, ICD-10 and CPT codes and categorizations determined by the Bureau 

of TennCare and the Tennessee Hospital Association.  ICD-10 coding began the fourth 
quarter of 2015. 

 
*Note: The original Data Request to TDOH from Erlanger Medical Center requested catheterization data to 

include Bradley, Hamilton and Polk counties. 
 
The service area for the current application includes Bradley, Hamilton and Polk counties.  Acute care 
hospitals found in this area (during the years 2014-2016) are Tennova Healthcare Cleveland, Tennova 
Healthcare Cleveland – Westside Dr, Erlanger Medical Center, Erlanger North, Erlanger East, Memorial 
North Park, Memorial Healthcare System, Parkridge Medical Center, Parkridge East Hospital and Copper 
Basin Medical Center. 
 
Tennova Healthcare Cleveland - Westside Dr. (State ID 06233) and Copper Basin Medical Center (State ID 
70223) did not record any claims in the time period with Revenue Code 0481, Cardiology - Cardiac Cath 
Lab. 
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From the 2016 Joint Annual Reports (JAR) of Hospitals there are 18 Cardiac Cath labs in operation in the 
service area: 
   Tennova Healthcare Cleveland (State ID 06223) – 1 lab 
   Erlanger Medical Center (State ID 33203) – 6 labs 

Memorial Healthcare System (State ID 33323) – 7 labs   
Parkridge Medical Center (State ID 33383) – 4 labs 
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The applicant states that the catheterization labs on the EMC main campus are operating at 
131.5% of capacity, with a weighted total of 10,520 procedures performed in 4 Cath 
laboratories or (10,520 / 8,000 capacity = 131.5%). 
 
According to the 2016 Joint Annual Report, the applicant reported 6 catheterization labs with 
a total of 10,676 weighted procedures or (10,676 / 12,000 capacity = 90%) 
 

9. Proposed Service Areas with No Existing Service: In proposed service areas where 
no existing cardiac catheterization service exists, the applicant must show the data 
and methodology used to estimate the need and demand for the service.  Projected 
need and demand will be measured for applicants proposing to provide services to 
residents of those areas as follows:  
 
Need.  The projected need for a service will be demonstrated through need-based 
epidemiological evidence of the incidence and prevalence of conditions for which 
diagnostic and/or therapeutic catheterization is appropriate within the proposed 
service area.  
 
Demand.  The projected demand for the service shall be determined by the following 
formula: 

A. Multiply the age group-specific historical state utilization rate by 
the number of residents in each age category for each county 
included in the proposed service area to produce the projected 
demand for each age category; 

B. Add each age group’s projected demand to determine the total 
projected demand for cardiac catheterization procedures for the 
entire proposed service area. 

Not applicable. 
 
10. Access: In light of Rule 0720-4-.01 (1), which lists the factors concerning need on which 

an application may be evaluated, the HSDA may decide to give special consideration to 
an applicant: 

 
a. Who is offering the service in a medically underserved area as designated 

by the United States Health Resources and Services Administration; 
Both Polk and Bradley Counties are designated as medically underserved by the 

United Sates Health Resources and Service administration. 
b. Who documents that the service area population experiences a 

prevalence, incidence and/or mortality from heart and cardiovascular 
diseases or other clinical conditions applicable to cardiac catheterization 
services that is substantially higher than the State of Tennessee average;  

The mortality rate for heart disease in Tennessee is 207.3 per 100,000.  The rates for 
Polk and Bradley counties are 225.6 and 219.3, respectively. 

c. Who is a “safety net hospital” as defined by the Bureau of TennCare 
Essential Access Hospital payment program; or 

EMC is a component facility of the designated safety net hospital by the Bureau of 
Tenncare Essential Access Hospital payment program. 
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d.  Who provides a written commitment of intention to contract with at least 
one TennCare MCO and, if providing adult services, to participate in the 
Medicare program. 

EMC participates in both the Medicaid/TennCare and Medicare programs and 
as will the proposed FSED.   

 
Specific Standards and Criteria for the Provision of Diagnostic 
Cardiac Catheterization Services Only 
 
If an applicant does not intend to provide therapeutic cardiac catheterization services, the 
HSDA should place a condition on the resulting CON limiting the applicant to providing 
diagnostic cardiac catheterization services only.  Applicants proposing to provide only 
diagnostic cardiac catheterization services should meet the following minimum standards: 
 

11. Minimum Volume Standard: Such applicants should demonstrate that the proposed 
service utilization will be a minimum of 300 diagnostic cardiac catheterization cases 
per year by its third year of operation.  Annual volume shall be measured based upon 
a two-year average which shall begin at the conclusion of the applicant’s first year of 
operation.  If the applicant is proposing services in a rural area where the HSDA 
determines that access to diagnostic cardiac catheterization services has been limited, 
and if the applicant is pursuing a partnership with a tertiary facility to share and train 
staff, the Agency may determine that a minimum volume of 200 cases per year is 
acceptable.  Only cases including diagnostic cardiac catheterization procedures as 
defined by these Standards and Criteria may count towards meeting this minimum 
volume standard. 

 Not applicable.  The applicant currently provides diagnostic services. 
 
12. High Risk/Unstable Patients: Such applicants should (a) delineate the steps, based 

on the ACC Guidelines, that will be taken to ensure that high-risk or unstable patients 
are not catheterized in the facility, and (b) certify that therapeutic cardiac 
catheterization services will not be performed in the facility unless and until the 
applicant has received Certificate of Need approval to provide therapeutic cardiac 
catheterization services. 

 Not applicable.  The applicant currently provides diagnostic services. 
 
13. Minimum Physician Requirements to Initiate a New Service: The initiation of a 

new diagnostic cardiac catheterization program should require at least one 
cardiologist who performed an average of 75 diagnostic cardiac catheterization 
procedures over the most recent five year period.  All participating cardiologists in the 
proposed program should be board certified or board eligible in cardiology and any 
relevant cardiac subspecialties.   

Not applicable.  The applicant currently provides diagnostic services. 
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Specific Standards and Criteria for the Provision of 
Therapeutic Cardiac Catheterization Services 
 
Applicants proposing to provide therapeutic cardiac catheterization services must meet the 
following minimum standards: 
 

14. Minimum Volume Standard: Such applicants should demonstrate that the proposed 
service utilization will be a minimum of 400 diagnostic and/or therapeutic cardiac 
catheterization cases per year by its third year of operation.  At least 75 of these cases 
per year should include a therapeutic cardiac catheterization procedure.  Annual 
volume shall be measured based upon a two-year average which shall begin at the 
conclusion of the applicant’s first year of operation.  Only cases including diagnostic 
and therapeutic cardiac catheterization procedures as defined by these Standards and 
Criteria shall count towards meeting this minimum volume standard. 

Projected Cardiac Cath Volume    

 Year 1 Year 2 Year 3 
Projected Diagnostic Exams 65 104 107 
Projected Therapeutic Exams 185 312 321 
Total Projected Exams 250 416 428 
 

15. Open Heart Surgery Availability: Acute care facilities proposing to offer adult 
therapeutic cardiac catheterization services shall not be required to maintain an on-
site open heart surgery program.  Applicants without on-site open heart surgery 
should follow the most recent American College of Cardiology/American Heart 
Association/Society for Cardiac Angiography and Interventions Practice Guideline 
Update for Percutaneous Coronary Intervention (ACC/AHA/SCAI Guidelines).  As of the 
adoption of these Standards and Criteria, the latest version of this document (2007) 
may be found online at: 
http://circ.ahajournals.org/cgi/reprint/CIRCULATIONAHA.107.185159  
 
Therapeutic procedures should not be performed in freestanding cardiac 
catheterization laboratories, whether fixed or mobile. Mobile units may, however, 
perform therapeutic procedures provided the mobile unit is located on a hospital 
campus and the hospital has on-site open heart surgery.  In addition, hospitals 
approved to perform therapeutic cardiac catheterizations without on-site open heart 
surgery backup may temporarily perform these procedures in a mobile laboratory on 
the hospital’s campus during construction impacting the fixed laboratories. 

The applicant states, as a satellite facility of Erlanger Medical Center, Erlanger Bradley 
County will document ongoing compliance with the latest clinical guidelines of the American 
College of Cardiology, American Heart Association, Society for Cardiac Angiography and 
Interventions Clinical Expert Consensus Document on Catheterization Laboratory Standards.  
(ACC Standards) 
 
Erlanger Medical center is a tertiary care provider and trauma center that provides open 
heart surgical services. 
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16. Minimum Physician Requirements to Initiate a New Service: The initiation of a 
new therapeutic cardiac catheterization program should require at least two 
cardiologists with at least one cardiologist having performed an average of 75 
therapeutic procedures over the most recent five year period.  All participating 
cardiologists in the proposed program should be board certified or board eligible in 
cardiology and any relevant cardiac subspecialties.   

The applicant states they will have at least a minimum of 2 cardiologists with at least 1 
cardiologist who performed an average of 75 therapeutic procedures over the past five 
year period. 
The applicant provides estimated catheterization cases for six cardiologists for the past 
five years in Supplemental 1 of the application, four of these cardiologists have averaged 
over 75 therapeutic cases during the five year time period, with the other two reporting 
less than five years. 
17. Staff and Service Availability: Ideally, therapeutic services should be available on an 

emergency basis 24 hours per day, 7 days per week through a staff call schedule (24/7 
emergency coverage).  In addition, all laboratory staff should be available within 30 
minutes of the activation of the laboratory.  If the applicant will not be able to 
immediately provide 24/7 emergency coverage, the applicant should present a plan 
for reaching 24/7 emergency coverage within three years of initiating the service or 
present a signed transfer agreement with another facility capable of treating 
transferred patients in a cardiac catheterization laboratory on a 24/7 basis within 90 
minutes of the patient’s arrival at the originating emergency department. 

The applicant does not anticipate that the cardiac patients who are served at Erlanger 
Bradley County generally will not be high risk patients.   The applicant state as a satellite 
facility of Erlanger Medical Center, Erlanger Bradley County will be staffed by 
appropriate trained and experienced cardiologists from EMC.  These cardiologists will 
possess the same skills required for both laboratory locations and may rotate between 
facilities as needed providing seamless integration of the FSED catheterization services, 
and have the ability to treat higher acuity patients. 

 
18. Expansion of Services to Include Therapeutic Cardiac Catheterization: An 

applicant proposing the establishment of therapeutic cardiac catheterization services, 
who is already an existing provider of diagnostic catheterization services, should 
demonstrate that its diagnostic cardiac catheterization unit has been utilized for an 
average minimum of 300 cases per year for the two most recent years as reflected in 
the data supplied to and/or verified by the Department of Health. 

The applicant states this criterion is not applicable as EMC is currently providing this 
service, but rather to initiate cardiac catheterization services at the proposed FSED. 

 
Specific Standards and Criteria for the Provision of Pediatric 
Cardiac Catheterization Services 
Applicants proposing to provide pediatric cardiac catheterization services should meet the 
following minimum standards: 
 

19. Minimum Volume Standard: Such applicants should demonstrate that the proposed 
service utilization will be a minimum of 100 cases per year by its third year of 
operation.  Annual volume shall be measured based upon a two-year average which 
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shall begin at the conclusion of the applicant’s first year of operation.  Only cases that 
include diagnostic and therapeutic cardiac catheterization procedures as defined by 
these Standards and Criteria shall count towards meeting this minimum volume 
standard. 

Not applicable.   
20. Minimum Physician Requirements to Initiate a New Service: The initiation of a 

new pediatric cardiac catheterization program should require at least two 
cardiologists with at least one cardiologist having performed an average of 50 
pediatric cardiac catheterization procedures over the most recent five year period.  
Pediatric cardiac catheterization procedures should be performed only by board 
certified or board eligible physicians specializing in pediatric cardiac care. 

Not applicable.   
21.  Open Heart Surgery Availability: Such applicants should offer full pediatric cardiac 

medical and cardiac surgical capabilities, including pediatric open heart surgery. 
Not applicable.   

Specific Standards and Criteria for the Offering of Mobile 
Cardiac Catheterization Services 
The need for mobile cardiac catheterization services should be based upon the following 
minimum standards: 
 

22. Minimum Volume Standard: Such applicants should demonstrate that the proposed 
service utilization will be a minimum of 60 cardiac catheterization cases per day of 
operation per year by its third year of operation.  Annual volume shall be measured 
based upon a two-year average which shall begin at the conclusion of the applicant’s 
first year of operation.  If the applicant is proposing services in a rural area where the 
HSDA determines that access to diagnostic cardiac catheterization services has been 
limited, and if the applicant is pursuing a partnership with a tertiary facility to share 
and train staff, the Agency may determine that a minimum volume of 40 cases per day 
of operation per year is acceptable.  Only cases that included diagnostic cardiac 
catheterization procedures may count towards meeting this minimum volume 
standard.   

Not applicable.   
23. Limitations on Procedure Types in Mobile Facilities: No therapeutic or pediatric 

cardiac catheterization procedures should be performed using a mobile laboratory 
unless the mobile unit is located on a hospital campus with on-site open heart surgery 
capability and, in the case of a pediatric procedure, offers full pediatric cardiac medical 
and cardiac surgical capabilities.  On a temporary basis, however, the same scope of 
services offered in a fixed laboratory may be offered in a mobile laboratory only for 
the duration of construction impacting the fixed laboratory.  

Not applicable.   
24. Non-Cardiologist Physician and Staff Competence: In cases where attending 

cardiologists live more than 30 minutes from the mobile laboratory and/or typically 
leave after performing a procedure, the applicant should document that a sufficient 
number of physicians and support staff at the facility have an understanding of the 
potential complications of cardiac catheterization and are an integral part of the 
program’s management process. 

Not applicable.   
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